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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address •> 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply Is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

Responsive to communication(s) filed on . 

2a)l3 This action is FINAL. 2b)n This action is non-final. 

3) D Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11 , 453 O.G. 213. 

Disposition of Claims 

4) n Claim(s) 1-33 is/are pending in the application. 

4a) Of the above Glaim(s) is/are withdrawn from consideration. 

5) ^ Claim(s) 1-21 and 31-33 is/are allowed. 

6) 13 Claim(s) 22-30 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a), 
Replacement drawing sheet(s) including the con-ection is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomi PTd-1 52. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 
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DETAILED ACTION 

STATUS : The Examiner has withdrawn the restriction requirement dated July 14, 
2004 and is rejoining ciaims 22-30. Current pending ciaims are 1-33, in which an 
action on the merits is contained herein below. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 22-30 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claims contains subject matter, which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

The determination that "undue experimentation" would have been needed to 
make and use the claimed invention is not a single, simple factual determination. 
Rather, it is a conclusion reached by weighing all the above noted factual 
considerations. In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404. 

There are many factors to be considered when determining whether there is 
sufficient evidence to support a determination that a disclosure does not satisfy the 
enablement requirement and whether any necessary experimentation is "undue". 
These factors include, but are not limited to: 

(A) The breadth of the claims; 

(B) The nature of the invention; 
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(C) The state of the prior art; 

(D) The level of one of ordinary skill; 

(E) The level of predictability in the art; 

(F) The amount of direction provided by the inventor; 

(G) The existence of working examples; and 

(H) The quantity of experimentation needed to make or use the invention 
based on the content of the disclosure. 

The breadth of the claims 



The breadth of the instant claims is seen to encompass methods for treating a 
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?>£ttl©nt, wherein said dle«ase in ©elected frota an XX*-*i 
medi4>t^d dis^tXB^* ajn apoptosla mediated dieeaae^ sax 
IMl^mcft^t^K^ry di®«£t»«>, &n iml^oimmxt^ dl«e«3«« a destructive 
bone disorder < a proliferative di»o.rdor^ «n infaculoa^ 

C^y^X d^ath/ aai 4i2Xir&£»B diftstary jstlcoiioi ixjtfitk^ dls^asQ, a viral 
merdiated disease, r^Sttin^l diaordii^r^,. av^fitiijr iaf:I«wm^fcory 
peritoaittid^ osneoartlwitiift, p^jtnt?re»tir.i«^ ««t:hma* adult 
redpiratory di&txeas flyndroBse, gioau^rulckn^fphricift, rhmsmatoid 
art^itid^^ dyi»t«mic lupu^ erythema toaus.^ siclmrodema;^ chrt»»bie 
thvToiditliJ, Grave's dl»«aB«, atqt:oiaiawn<> ii2a«!tj«itiiit, dl^kbei^^^a. 

tbrc33nbocytop«nia/ chaf«mi<5 active hi©i>«iK:it.i», inyaaithenla 
grati'i^t inOiMRmi»t;Oxy bowel dL9^9Bw Cxoim*B dii&$aki»e^ 
pfioriafiiar ato£>lc d«matitx&» scaezing:, graft: v& ho&t di««^]s;«. 
or0«kn tmnsplact rejactlon^ o^gmx ai>optoai9 after burn, in^ury^ 
ogt^^sporoi^i*, a«u5cemia0 and r«1:at«d ai«<«fd«^*a, ^ftrlddy£i)p-l«i.&tlc 
»ynd:r<»r>e!i tKSUlti^l^ mye;S:oc9^-ri»lat.^<l ibon© disorder* acute 
3!y«.l.oge3no»9 l««keraia, chronic cjyoXogoncmjs m^t^st^atic 
tN^lattOTia, Xj9p03g*;l'o a^Tctamd^ imxXtXpX^ js^itSWift, fea^^^jrrM^l*? . 
Ql^ck* !9^9i9* jj^i^ptic £[hockr buma» ^higtslloain^ AXseiHeisua^r^s 
di««ae«« F^x^kinson'a disease^ t^lntinQrt;on ' » didoa^^itr K.«wma^*a 
di»#a»«, prlott did^^se^ eerebraX iucttmdxji, ^ilm^:/^ 
£&yo<Sftrdial i^Ch^it^^^Xr acat)» ^nd chronic haart dija0aa&\, 
myocardial infarction, coaii^eetivo hoaxt failure, 
citb«^roacX^ro0ii7r coroijtary «rtv«ry fcye>a*ft fiiifaft, ^pijcial «KU«cula« 
atrophy> a»syotroi>hic lat^Mrai Bcleroaia- ijaroltlpXe sclerogis, 
H2:v-related encephalitis/ a^in^* alop^la^ aeurolajdical damaire 
duo to rjtjTok©, ulc?er«tivcs c«liti»* traTtassrtatic brain injury, 
«ipinal cord lt5;jury>. h«pat:ici9-B, .h^s^patiMs-c, :h«:t>atli:ia-^, 
y^lloitr €^^^4 fev^r^ or ^ap^eaa eac^i^^ialitia. various 

ioxvm of livar d4©4&a<^», r«nal dl^i&aao. polycystic Jcldney 
di*%faa^* pyXori-aa»o«iat;ad sraanric ^nd 4uodotta:^ iui««^r 



di6<&aEd. HIV inf«otiion, tuJ^rouI^^sis^, mottingitis, orjfatt 
failure^ treatirtg explications as&ociatad with coronary 
artary :byx>a«» oraf ts, and an iwrnunotharapy for thet t*r#«tt»attr 
o£ various £<mm ol canoar; 
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Applicant failed to exactly defined how to prevent these diseases. Additionally, it 
is clear that Applicant has not limited his definition of treating to one particular disease. 
Thus, claims 22-30 are extremely broad. 

The nature of the invention. 

Currently, there are no known agents with the therapeutic efficacy to treat the 
disorders listed above. The art does not disclose an active agent or combination of 
active agents, which is recognized as treatment for the conditions cited supra. The prior 
art does not teach or disclose a treatment modality wherein healthy subjects are treated 
with an active agent or agents and there is no evidence that none of the associated 
symptoms or disease state characteristics are ever manifested. The disclosure does 
not direct the skilled artisan to an art, which satisfies the requirement for treating a 
disease state associated with the conditions cited supra. 

The ievel of predictability In the art. 

Since the art does not disclose any therapeutic agents, the skilled artisan would 
not predict, in the absence of proof to the contrary, that the active agent(s) instantly 
claimed are efficacious in treating the conditions as broadly claimed. The assertion of a 
broad application, as set forth in the instant method claims, necessarily requires 
evidence to support Applicant's asserted methods. The Examiner notes there are no 
known agents recognized as treatable agents, and one of skill in this art could not 
predict, from the evidence of record, that the active agents asserted to be useful in the 
instantly claimed method, can indeed treat the conditions cited supra. 

The amount of direction provided bv the Inventor, 
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The Examiner notes, there is not seen sufficient guidance provided in the form of 
administration profiles, combination ratios of the active agents or reference to the same 
in the prior art to provide the skilled artisan with sufficient guidance to practice the 
instant method. The data and evidence provided in the instant disclosure leads the 
examiner to doubt the objective truth of assertions of treatment of any of the conditions. 

The existence of working examples. 

There is not seen in the disclosure, sufficient evidence to support Applicant's 
claims of prevention. There is not seen sufficient working examples or data from 
references of the prior art providing a nexus between that which applicant asserts as 
proof of a method for treating the conditions cited supra or extrapolation from the data 
and evidence currently provided on the record to support methods drawn to treating any 
condition. 

The level of one of ordinarv skill. 

The ordinary skill artisan would not be able to practice the claimed invention of 
treating the conditions cited supra with the current disclosure. 
The quantity of experimentation, 

A great deal of experimentation is required. In lieu of the fact that no animal 
models exist which can reasonably suggest successful treatment of any of the 
conditions, it may be necessary for an ordinary skilled artisan to have clinical data in 
order to practice the claimed invention. 

Thus, it can be safely concluded that the instant case fails to provide an enabling 
disclosure for the treatment of the disorders/conditions cited supra. 
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Allowable Subject Matter 

Claims 1-21 and 31-33 are allowed. The compounds in claims 1-21 and 31-33 
were neither found to be obvious nor anticipated by the prior art of record. The prior art 
does not teach or suggest the presently claimed compounds. 

Conclusion 

Claims 1-33 are pending. Claims 22-30 are rejected. Claims 1-21 and 31-33 are 
allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL V. WARD whose telephone number is 571-272- 
2909. The examiner can normally be reached on M-F 8 am to 4 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James 0. Wilson can be reached on 571-272-0661 . The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




JapnSB 6. Wilson 
Supenvisory Patent Examiner 
fech/iology Center 1600 



